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PAs and malpractice

CASE STUDY EXAMINES YOUR LITIGATION RISKS—
AND THE FINDINGS MAY SURPRISE YOU

[ By MATT LEDGES, MD, MS, PA; MICHAEL VICTOROFF, MD; and ADIT A. GINDE, MD, MPH |
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laims and suits against physician assistants
(PAs) and their supervising physicians are
rare, and the outcomes usually are favorable
for the defense. Some risks remain, however,
and understanding agency law, liability, and the elements
necessary for malpractice claims may give you a better
vantage point in preventing lawsuits or winning them.

The PA profession has grown tremendously since
its birth in the 1960s. Today, PAs are licensed in all
50 states and practice in most specialties and set-
tings. The profession’s popularity also is evident in an
increasing number of PA schools, numerous inde-
pendent rankings and growth projections, and recent
global expansion.*

Yet controversy remains regarding how PAs' mal-
practice litigation risk compares with that of physi-
cians and to what extent doctors’ risk of malpractice
litigation is affected by supervising PAs. The depen-
dent practice model remains at the core of the PA
profession. It also fuels much of this debate, however.

LEGAL FRAMEWORK

The nature of a dependent practice unites PAs and
physicians not only in individual patient care but
also in any litigation that may develop as a result.
The legal principle of agency is the basis of the PA-
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doctor relationship and underlies most states’ statutes
governing PA practice. Generally, agency law holds a
supervising physician liable: 1) for his or her own neg-
ligent acts (direct liability); or 2) for the negligent acts
of a subordinate PA (vicarious liability).!

Negligence claims are generally required to have
four basic elements:

The provider owed a duty to care.

The provider breached that duty.

The breach proximately caused an injury.

The injury resulted in compensable legal damages.

In practice, both direct and vicarious liability may
be alleged in a single case.

DIRECT LIABILITY
A PA acts with authority if the supervising doctor
approves his or her conduct. In such cases, if the PA
breaches his or her duty to the patient, the physician
may be held directly liable. The doctor also may be
held directly liable if he or she is negligent in select-
ing, supervising, or otherwise controlling the PA.
Negligent selection is a type of direct liability claim
in which the physician can be liable for hiring a PA
if the doctor knew or should have known the PA had
some dangerous propensity. Here, the plaintiff must
prove that the act of hiring the PA proximately caused
injury and that the physician would have discovered
the PA's propensities with reasonable diligence.
Negligent supervision is another type of direct li-
ability claim; the acts of the doctor (and not necessarily
those of the PA) are at issue. State statutes codify super-
vision requirements and, by extension, what constitutes
negligent supervision. Statutes vary by state, but most
address issues related to physician presence, acceptable
PA-doctor ratios, and chart review obligations.*
Dynamic elements of PA practice such as clinical
setting, level of experience, and employment duration
may affect these requirements. Additionally, some
states differentiate between primary and secondary
supervisory relationships, adding to the complexity of
what constitutes diligent supervision.

VICARIOUS LIABILITY

Agency law provides that a physician also may be
held vicariously liable for negligent acts by a PA. Re-
spondeat superior, Latin for “let the master answer,” is
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the primary vehicle used to assert this type of liability.
This principle provides that an employer is subject

to liability for torts—civil wrongs—committed by em-
ployees acting within the scope of their employment,

The PA’s status as employee or independent
contractor is irrelevant as long as the patient rea-
sonably believes the PA has authority to act on the
doctor’s behalf. Respondeat superior claims differ from
negligent selection and negligent supervision claims
in that the physician may be held solely liable for the
negligent acts of the PA. In fact, under this principle,
the supervising doctor may not have been present or
even aware of the patient encounter.

These legal principles fuel competing theories com-
paring PAs and physicians. Some suggest that because
PA school is shorter in duration than medical school
and residency. PAs inherendy have more litigation risk.
This theory seems to rest on an assumption that shorter
formal education translates to more errors of cognition
and judgment and, therefore, more litigation risk.

In contrast, some suggest that PAs carry less
litigation risk than their doctor counterparts, for two
primary reasons. First. PAs commonly treat patients
with less acute conditions and leave more compli-
cated cases to physicians. This argument assumes that
patients with lower acuity complaints are less likely
to suffer harm and are less litigious.

The second argument is that two heads are better
than one. The success of the pilot/co-pilot model is
based on the fact that although two people both may
make mistakes, it is unlikely they will each make the
same mistake. The odds that the doctor and PA will
make identical mistakes at the same time should be
lower for the same reason. This argument contends
that a culture of collaboration reduces injury—a criti-
cal tenet of risk management,

So which theory is correct? Are PAs involved in
more or less malpractice litigation than physicians?
Does intensity of doctor supervision affect the out-
come of claims and suits?

As with the practice of medicine itself, the devil is
in the details. Complexities of individual cases, het-
erogeneity of claims analyses. varying state statutes,
and malpractice environments have limited discus-
sion in the literature to case reports. Although such
reports illustrate legal concepts or offer cautionary
tales, they do not provide the necessary context to ac-
curately gauge PA malpractice litigation risk.

PHYSICIANS SUED MORE OFTEN

‘We conducted the largest case series of PA claims

to date. to analyze PA and physician malpractice
litigation risk. Our primary aim was to determine the
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TABLE 1

Rates of claims and suits against Colorado
physician assistants compared with physicians,
by year and gender

Characteristics Provider- Claims/suits per Pvalue
years 1,000 provider-years
Provider type <0.001
Physician assistants 5,204 5.8
Physicians 21,393 38.2
Provider type-year
Physician assistants 0.006
2002-2004 2,176 9.2
2005-2007 3,028 3.3
Physicians 0.68
2002-2004 10,991 377
2005-2007 10,402 38.8
Provider type-gender
Physician assistants 0.12
_ Male 1889 79
Female 3,315 45
Physicians <0001
~ Male 15,730 41
Female 5,663 30.2

rate of claims and suits brought against PAs versus
doctors. Our secondary aims were to evaluate how
intensity of supervision may factor into the outcome
of the case, and to determine whether any other fac-
tors were more associated with cases that resulted
in a settlement versus cases that were dismissed or
otherwise not pursued.

To quantify PA and physician malpractice litiga-
tion risk, we performed a structured chart review of
all claims and suits brought against Colorado-licensed
PAs from January 1, 2002, to December 31, 2009. We
limited our data collection to PAs and doctors who
were insured by COPIC.

COPIC insures about three-fourths of physicians
and two-thirds of PAs in the Colorado private market,
making it the largest private professional liability
carrier in the state. We used COPIC’s definition of a
claim: “Any demand for damages. arising from profes-
sional activity or circumstances, brought by a patient
or patient representative, indicating the possibility of
legal action”

With approval from the Colorado Multiple Tnsti-
tutional Review Board (COMTRB), we reviewed claim
summaries, medical records. depositions, and other
legal documents. We recorded data using a standard-
ized data collection form. We identified a total of 34
claims and suits against Colorado-licensed PAs over
an 8-year period. 32 of which were no longer active at
the time of our analysis. Because Colorado statutes re-
quire that claims and suits be brought within 2 years
from the time harm was first recognized, we limited
our risk calculations and analysis of temporal trends
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TABLE 2

Characteristics of claims and suits brought against

to the first 6 years of our 8-year
study to account for much of this

reporting lag.
Overall, PAs experienced 5.8

claims and suits per 1,000 provider Characteristics All cases Wentaway Set!!ed’Went
N=34 N=20 totrialn=14
years, whereas the doctors’ rate
was nearly seven times higher at Physician assistant
38.2 (see Table 1). Between 2002 Male gender 18 (53%) 1 (55%) 6 (50%)
and 2007, the rate of claims and Setting
suits against PAs dropped by nearly OQutpatient 19 (56%) 12 (60%) 7(58%)
two-thirds, wheras the rate against Emergency department 1 (32%) 7(35%) 3(25%)
physicians increased marginally. 0"':’_' 402%) 16%) 2(7%)
et S
and suits against both PAs and EM/urgent care 14(4°%) 8(40%) 6 (50%)
doctors. Female providers experi- LT . SR 2R )
encad s congt derably lowes rate of Years of experience, median (range) 8(0-23) 8(0-23) 8(2-15)
B S 3 Intensity of physician supervision
claims and suits compared to their E Aol by bVt 265%) 5 60%) 5%
male counterparts. » Discussed with physician 9(26%) 5(25%) 325%)
Table 2 summarizes the clinical Physician not invoived 13 05% 95%) 0%
characteristics of the 34 claims and x
suits brought against PAs. A major- Patisnt
ity of cases involved primary care Age in years, median (range) 34(0-82) 43 (9-64) 39 (0-82)
A Male gender 18(53%) 12 (60%) 6(50%)
and emergency medicine/urgent
v Body system
car:., each accounting R4 coves Gastrointestinal 7(21%) 3(15%) 3(25%)
(41%). Over one-half 9!’ the cases Musculoskeletal 15 (44%) 1 (55%) 3(25%)
occurred in an outpatient setting. Neurological 5(15%) 3(15%) 2(17%)
§evcn of_the 34 cases began as e 701% 305%) 103%)
claims but did not progress to law- s
suits, whereas the remaining 27 did. Problem worsened/complication 14 (41%) 10 50%) 403%)
Twenty cases (59%) were dismissed New problem 11 (32%) 3(19%) 6 (50%)
or otherwise not pursued, 11 (32%) Death TE1%) 5(25%) 2(17%)
settled. and two remained open Nohams 2(6%) 2(10%) 00%)
(6%). Only one case went to trial Cause of outooms
and was successfully defended. Lack of data 13 (38%) 9(45%) 433%)
The most common presenting Error in cognition/judgment/knowledge 7 (21%) 2(10%) 5 (42%)
complaints involved the musculosk- Patient factors 1(3%) 0(0%) 1(8%)
eletal, gastrointestinal, and neurologic NA/could not be determined 13 (38%) 9(45%) 2(17%)
systems, corresponding to 44%, 21%, Action
and 15% of the cases. respectively. Type
The most common patient outcomes Claim 721%) 6(30%) 16%
were either a complication or wors- Suit 27(719%) 14 (70%) 1 ©92%)
ening of the problem (41%). develop-  “gypervising physician named 27(19%) 14(70%) 12 (100%)
ment of a new problem (32%). and Duteome
death (21%). We found no injury Went away 20059%)  20(100%) N
alleged in two of the 34 cases. Settied 1 (32%) NA 1 (32%)
The three categories of supervi- Defended/went to trial 1(3%) NA 106%)
sion were spread nearly equally: Open 2(6%) NA NA
both the PA and physician examined  Total settlement, median (10R range)
the patient in 12 cases (35%), the Physician assistants $100K (3'3€10$9254)  NA $100K (3134 1o $925K)
doctor discussed the patient with Physicians “$200K (§159<10$3904) NA $200K ($159K o §390<)
the PA but did not examine the Cost to defend, median (IQR range)
patient in nine cases (26%). and the Physician assistants $26K ($53K10 $4284)  $1BK ($99K 10 $168K) $41K ($53 to $428K)
Continued on page 41 Physicians $36,313 ($864 10 $351K) $28K ($86K 10 $7134K) $79K ($30K o $351K)

Colorado physician assistants, 2002 to 2009
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Thisiswhat a day
spent dealing
with PHN pain
can look like.

Indication and Usage

GRALISE™ is indicated for the management of postherpetic neuralgia (PHN). GRALISE is
not interchangeable with other gabapentin products because of differing pharmacokinetic
profiles that affect the frequency of administration.

Important Safety Information

GRALISE is contraindicated in patients who have demonstrated hypersensitivity to the drug
or its ingredients.

Please see Brief Summary of Prescribing Information.
For full Prescribing Information and Medication Guide, please visit www.GRALISE.com.
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with PHN the full day

with NEW once-daily GRALISE

Reduce the burdens of postherpetic neuralgia (PHN).
NEW GRALISE offers 24-hour pain control,
once-daily oral dosing, favorable tolerability,
and effective 2-week titration.'?

Effective 24-hour pain control'
Significant and lasting improvement in pain scores in clinical trials.

Once-daily oral dosing with the evening meal'?

Patented polymer technology allows for peak plasma levels during the night and low rates
of side effects.

Favorable tolerability profile'?

There was a reported incidence of dizziness (10.9% vs 2.2% placebo), somnolence (4.5%
Vs 2.7% placebo), and peripheral edema (3.9% vs 0.3% placebo) at 1800 mg once daily.

Reach an effective dose in 2 weeks'
Titration to an 1800 mg dose in 2 weeks.

Indication and Usage

GRALISE™ is indicated for the management of postherpetic neuralgia (PHN). GRALISE is
not interchangeable with other gabapentin products because of differing pharmacokinetic
profiles that affect the frequency of administration.

Important Safety Information

GRALISE is contraindicated in patients who have demonstrated hypersensitivity to the drug
or its ingredients.

The most common adverse reaction to GRALISE (5% and twice placebo) is dizziness.

Across all GRALISE clinical trials the other most common adverse reactions (2% vs placebo)
are somnolence, headache, peripheral edema, diarrhea, dry mouth, and nasopharyngitis.
The types and incidence of adverse events were similar across age groups except for
peripheral edema, which tended to increase in incidence with age.

Antiepileptic drugs (AEDs) including gabapentin, the active ingredient in GRALISE, increase
the risk of suicidal thoughts or behavior in patients taking these drugs for any indication.
Patients treated with any AED for any indication should

be monitored for the emergence or worsening of

depression, suicidal thoughts or behavior, and/or

any unusual changes in mood or behavior. / 6/
; hi : ,S once-daily

Please see Brief Summary of Prescribing Information on next page.
mg:;:lsgggg:g.lnmrmation and Megication Guide, please viéoi‘ta q a b a pentl n t a b | ets

References: 1. GRALISE [prescribing infarmation]. Menlo Park, CA

Depomed Inc; April 2011. 2, Data on file. Depamed Inc FOR THE FULL DAY
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GRALISE™ (gabapentin) tablets Musculoskalstal and Connective
BRIEF SUMMAR'Y: Fr ting ormaton, see packag Tissoa “"'“m"“miw 3 s
INDIGATIONS AND USAGE . \ - Back pan 1.7 1.4
GRALISE s nifcated for the managemant of Posihemetic bua'qu

that affect the Dizziness 1049 22
Mﬂm m :_’ i]‘
hﬁ-pzhnw Lethargy 1.1 s
o Tirale GRALISE to an 1500 mg dose taken araly ance daily with the evening meal, GRALISE tablets should be hmnﬂemmsrmedﬂmum ﬂ'e’.'r adverse reactions with an unceran

swaiowed whaie. Do nat spit, crush, or chew the tablets. reatiorship to GRALISE we the clinical tredtmen of neuralgie

* I GRALISE dose s reduced, dscontinued, or substiuted with an atomative medication, this shaud be done
lhy aver & minmum o one week or langer fat the discretion of the prescriben.
* Feral impairment: Dose should be adusied 0 patients with reduced renal function, GRALISE shaud nat be
used in patients weh (r less than 30 or in patients an hemadiayss.
= In aduts with pasthametc rouralgia, GRALISE therapy should be nitiated and tirated as fofows:

Table 1 GRALISE Recommendad Titration Schedule

Dayl Day2 Days36 Days7-10  Daysii-14  Dayis
Daiydose 300mg @My 900mg 1200 g 1500 mg 1600 mg
CONTRAINDICATIONS
GRALISE i corarai wih dh tnthe dnig or is ingredents.
Table 2 GRALISE

Creatinine clearance (mL/min) GRALISE dosz jonce daly with evening meal,
il 1800 mg

] 6000 my o 1800 my

GRALISE should ro he adriristered

<30
Paterts recaiving hemodalysis GRALISE should no be administered

'WARNINGS AND PRECALTIONS
Msnsma&nne&ewmwmm&m:m pharmactkinetc profiles
that affect he frequency of admenisration. ste\varjeﬁe;tmdml In patients. with eplepsy has

ot hean shufed. Suicidal Bahavior and Ideation Antiep eptc drugs (45, roudng in, the active
et in GRALSE. rmwmm.mmwww:nnmmmm dnigs for amy
sor. Patient ireated with any AED for any indicaban shoutd he mondored for the emergence o wrserng

of depresson, sucdal houghss or behavor, andior any unusual changes in maod or behavar,

Everts i mare than 1% of patients but equa’y or mare frequently me mmumm nte
pacebo gmup rouded iood pressure ncrease, confusional siate, gasirenterss vial, hemes mser
hyertenson, jont sheling, memary ITpnment, naused. prevmana. pyea rach, seasoral alergy, and upper

respratory nfection, P
durng clincal iesrg o gabapertn, ue‘ﬂmnmw
rh These adverse.

addtion o the adverse exeriences reporied
have been reported in patients raceving other farmulatons of
have ot bieen Istexd abewe and data are psuticent to sUppOrt an estmale of e rcidence of 1o establsh
causation, The lsting is aiphabetzed: angioedema, biood ghucnsa fuctuason, breast yperraphy, enthama
w“meme\ilwmmms.mhmweﬂ ;uxil;e.nmtdmiawwwsm
droma, Adveyse events following the abrupt dscontinuation of gabapentin immedate reiease have #so been
rmmd.‘l’kevns‘. frequently repariad events were amdety. nsamna, naussa, pan and sweating.
DRUG INTERACTIONS
k!ﬂumsemcmnﬂlc\w.ﬁhshu'ww:wnmwmmmaswlasw
mombine, An antacd conaring abmanum hydrmede an esum byd mode reduced the boavatabiley of
gabapentin immedate reesse &mwwwmmwwlyS%MeWwasl
EHmﬁaﬁumnhlsmmﬂmm&he&namzm niawing artacid adminsiration.
gebapentn and e folowing antiepleptic drugs: phenytsn,
WA Ac l:l. d L Cimetdne derreased the apparent oral cearance of
gabapentin by 14% and creatinine clearance by 105 The efect :tammmrmlermmcnmm
was nat evaused. This & R expecied ta be cinically sgnficars, Gabapentn mmedate miease
rl-mrrcImmrw!wuhaﬂmeﬂeﬁmﬂ'-eﬂumlia‘uf.sﬂnwwim?bw or ethiny! esTadal
{50 meg) administerad a5 tablet, exiept that the G, of norethindrone was increased by 13%. Ths
interachion & nat considered tn be clinically significant, Gabapentin immediate release pharmacdinetc
parameters were comparahie weh and withou: probenecd, indcating that gabapentn does nat undago renal
tubular secrefon by the pathvery that is blacked by proberacd
USE IN SPECIFIC POPULATIONS
Pregrancy Gategary G: Gabaperin has been shown ta be fetofmic in mdents, causing delayed
d'w\ln bones in the shyl, vertzbrae, forefimbs, and hindimbs, Thare are na adequate and well-

Tabile s Beuas fnchudin e 3cth
in Gralise) in the Poaled Analysis - -

Indication Epilepsy Psychistric  Other Tatal Amawﬂmepm
Paceho with events. 1 57 10 24 t-BAB-2553-7354,
Mmummw mﬂntars 34 85 15 43

Relative risk: incidence of events in

diug patier s/ donce - placeha patants a5 15 19 18

Fisk: difference: addtional dug patants

itk sverts ey 1000 patients 24 29 04 19

The retave risk for suicidal thaughts or bebanviar was higher n cinical Tas for eplepsy than in clnical rals
for paychiatric o other conditions, but ﬂ'glm:l.l‘ensl: ‘ba\cesvae;nﬂ.wﬂewm paycharic
ndatons. Amyore considd g GRALISE must the risk of sukcidal thoughts or behavir with
‘the rigk of untreated diness. Fulqsyndmmyuﬁa iinesses for which products containing active companants
that are AHDs {such as gabapontin, the actwe componant in GRALISE) are prescorbed are themsshwes associated
with mortudty and mortaity and an increasad risk of suicdal thoughts and bebavior Should sucdal haughs and
behavior emerge during ireatment, the prescrber needs tn consider whether the emergence of these symptams
nﬂw,wmmwhermedmﬂ\e “ness heing Teated Patients, ther carsgvers, and familes shouid be

ormeed that GRALISE contairs gehapentn which is also used % traat epdepsy and that AEDs noreass thersk
lisuu:drimMrIsrdhd!mmdmm!dltaMal&nmﬂnlrdu‘hlf\eenuwasz:m
of the signs and sympitnms of depression, any unusual in mond or hehaviar, or the emergence of suickdal
thaughts, hebaveor, or thaughts abou? sef-harmn. Bahaviors of concam should be rpariad immediately
mwwazwmw mmmmwhewumwmrm

ould e aminimum of 1 week or longer (at the discreter: af the
ol tial standard precinical in i ifetme carcragniciy sudes, an unepeciadly

high mk&dwmamahmmsw;@rﬁhﬂm maie, but nat female, rats. The Cinical
sgrificance of this finding & urkmaan, In Cirical raks of gabapentin heray 0 apilepsy comprisng 2,085 patiert-
years of exposure in patiants over 12 years of age, new umars were reported in 10 patients, and premesting
‘tumos worsened i 11 patierts. during or witin 2 years a'ter descontruing the drug. However, no similar patient
popukation urtreated wih gabapentin was avaiable tn provide hadkgraund fumar incidence and recumance
information for comparsan, Therefone, the effect of gahapentin therapy an the incidence of new lumars in
humans o an the warsening of recurence of previausly dagnased tumars & uckmmen.

ADVERSE REACTIONS

Clinical Trials Because dinical Wials are conducted under widely vanying condiions, adwrse
reaction rates obvserved in the cinical trials of a drug caneat be drectly companed 1o rates in the dinical Iras.

of anather and may not reflect the rates dhaerved in practice, A total of 358 patients with newmpathic pan
associated with pasherpetic reuralgia bave raceved GRALISE at dases up to 1800 my day during placeha-
conirpded cinical shudies. In Cinical Tials in patients with posthemetic neuralgla, 9.7% of the 359 patients traated
wrmmﬁma[ﬂpﬂmsmwmm da:m\me:l pmrmdy duier to adverse reactions.
hlrcMmrnmnn-rmu. i0ns was
diginess Of ...-.mnwcal sudies, the mapority of those
adverse reactons were ether “mid” o mmtnl.r' Tabie 4 55 a acberse reactians, regar dess of casaly,
ocauTing in at kst 1% of patients assacated n the GRALSE
group for which the r;rhrl:zmsqrmumarrh'danmm

Table 4 Treatment-Emergant in Trials in Pain
Least 1% of all GRALISE-Treated Patients and
[More Fraguent Than in the Placsha Group)
Body system—preferred term GRALISE N=358, % Placebo N=364, %
Ear and Labyrinth Disorders
14 05
Gas Disorders
[Jamhea i3 a7
[iry mauth 28 14
Congtipation 14 03
14 08
oral Disorders
Perpheral edema 39 03
Fan 1.1 05
Infections and Infestations:
Nasaphanmng s 25 22
Linary Tact nfection .7 05
roreasad 19 05

In pregnant women. Ths. mdheuseﬂmwmu'wﬂ'emmtdhem‘t
mhﬁtsﬂlewa:ulrwwmms.-am infarmation regarding the effacts of e eposure
15E, physiciars are advised %o recommend that pragnant patients taking GRALISE ervoll in the Narth
Drug HARED, Pregrancy Regisiy, This can be done by Callng the tal free number
nmhemhypamlswﬂmhru'nrmmnzmgmmalsobemnlat

the website Hix . Nursing Mothers Gabapertn 5 secreted i human mik
fallmwing o adminstranan, A rursed irfant cou'd be eposed tn.a macmum duse of AEpTmay | mg'kg/day
of gahapertin. Becamelfee‘fe:.m?gm:tfﬂfl;mmmmmleUﬁmmM‘n
mmui!nbaﬂsummw risks. Padiatric Uge The sdfety and eflactveness of GRALEE In
ert of pasthapetc reuralga n patierts less han 16 years of age has nat hean sudiad, Geviatric
mmetulmmdnaﬂ!tsuwedwwmﬂ&'nmalmmwmawmwnmc
neuralg was 359, dummﬂmﬂhmn!wm:hﬂemmmanﬂm
similar acrss age groups exept for peripheral edema, which tanded ta increase in incidence with age, GRALISE
nslnmnhes.lﬂru'ymmhrn\nlcmW’s\mw(ﬂ?ﬂﬁfdﬂwﬁ'wdmmtﬂmmm
age-raated compromised renal nction. [5ee Dosage and Adminsiration|. Hepatic impainment Bocase
Mmmnmwmesrmwmcmmﬂmtsmel FRanal
GRALISE s bnown t be suhstantaly mcreted by te ladney, Dosage adustmant s necessary in
MmmlnparrjrmdWw\Mmerﬂmnmrmﬁnmmuﬁaﬂmm15]"!
30 or In patients undergong | ad
DRUG ABUSE AND DEPENDENCE
The dbwse and dependence patental of GRALISE has not bean avaluated in human sudies.

(OVERDOSAGE

A lethal dase of gabapentin was not identified in mice and rats recewving sngle oral doses as high as 5000 mgdg.
Sgnaof awnetmnhm anima’s nciuded atiea, labored breathing, pioss, sedaton, hypoactvwiy, or exctatan,
Acute oral gverdoses of wmmmmsenhumwlulgwmshuhsmd.h‘m
cases, dahie vison, sued speach, drows ress, lehargy and iz were dhserved, Al patierts recaversd with
suppartive care. Gabapantn can 5. Athough hemodialysis has nat been performed in
mwmmrm ﬂmayl!m:lu‘edhrﬂ'epahmt‘sdnu state of in patints wih sgnficant
renal impament.

CLINCAL PHARMACOLOGY
Pharmacokinetics Afopion o Siavafan Sy Sabapents is absarted from the proscmal smal bowel by
asanrabie L-aming transport sysiem. Gabapentn bioavalabity s not dose proportional; as the dose 5
me&dhwltl!\'ﬂuem\'lw GRALISE (1800 mg anca dady) and gabapertn immadiate reease
lr? nmaWw&Wm&dwm‘nmsmdwﬁmm GRALISE has a

higher (i, ard lower ALC 2% sieady stae compared 2 iease, Time to reach maimum

;p;‘mmmw- mrwmwhwaumsml—ﬁhmﬁmmmmm
e e redea:

Mutagenesis, Impainment of Fertility Sabapentn was ghen i the det 1o mie a 200,
600, and 2000 mg kg day and 1 s at 250, 1000 and 2000 mg kg/day for 2 years, A statsticay sgnficant
norease in e ncidence of panareatic acnar ced adenoma and carcnomas was found i male rats eeving
tha high dose; the no-eflect dose for the ocoumence of carcnamas was 1000 mg kg day. Peak plsma
corcenrations of gabapentn n rats recaiing the high dose of 2000 hay were more than 10 imes higher
Ifa!nﬁawme.eﬂmtmnhwmswrc'awwmmrr&m%mnmﬂhd«m&
plasma corceratons werz more than 6.5 fmes higher fan in humans rcaving mg/day. The parcreatic
acinar ca carcromas dd nat afect sunvival, B nol metastasize and were nat localy mvasve, The reewance
d".lnsfndlm wmﬂngaucr-sk n humans is unciear, Sudes desgnad mumct.e the mecharism of

PANCrEatic CAPOGEness in rats indaie that gabapertn simulates DHA syrhess in
weﬂscmt.e!shMJﬂ\mwvhewwaamwumnwwmwmtmkamts
ro kmown whether +1in has the abiity fnincrease cell prafferation in other cofl fypes or in other ecies,
inchudng humans. 10 dhd naf demaonsirate mutagenic o genoimi: prential S i ko and
lhlﬁ-caw!mmuum;u'bulry:wmlumwemnrzwlnswmm'nm
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Continued from page 36

PA did not consult with the supervising physician in the
remaining 13 cases (38%). Of the 27 cases (79%) where
both the PA and the supervising doctor were named in
a claim or suit, the physician had examined the patient
nearly 50% of the time.

Although being named as a defendant has important
psychological and practical ramifications, the outcome
of the case has a greater effect on a provider’s future
practice. Therefore, we performed a subgroup analysis
based on the final disposition of the case (see Table 2).

A greater proportion of cases that were not pur-
sued involved musculoskeletal complaints compared
with cases that settled. No patient or provider charac-
teristics, however, including intensity of supervision,
were significantly associated with patient outcome or
the final disposition of the case.

Of the 11 cases that settled, the median settle-
ment for PAs was $100.000 compared with $200.000
for doctors. Although claims and suits against PAs
usually settled for half what claims and suits against
physicians did, their interquartile range of payments
was substantially greater: $12,500 to $925.000 and
$159.000 to $390.000. respectively.

The median cost to defend a claim or suit varied
considerably depending on the final disposition. If
the case was dismissed or otherwise not pursued. the
median defense cost for doctors was $28.000. If the
case was settled or went to trial, the median cost was
$79.000. Defense expenses for PAs were considerably
less, at $16.000 and $41,000, respectively.

ROLE OF DIRECT SUPERVISION

Despite having a much lower rate of malpractice
litigation, we found that the distribution of claim and
suit outcomes involving Colorado PAs closely ap-
proximates that of a recent nationwide study of claim
and suit outcomes against physicians.”

Supervising doctors evaluated the patient or were
consulted by the PA in two-thirds of all cases that
ended in a monetary settlement or that went to trial.
This high rate of direct supervision in cases the plain-
tiff pursued to litigation suggests that:

= PAs are involved in litigation for generally the same
reasons as physicians.

= Direct supervision does not appear to protect against
malpractice litigation risk.

A study of sufficient size comparing PAs who have
been involved in litigation with a cohort of those who
have not, based on level of supervision, may better
address this issue.

Although harm is a basic component of malprac-
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tice claims, severity of harm did not correlate with
case outcome. In fact, of the seven cases involving
death, only two ended in a monetary settlement. The
rest were dismissed or otherwise not pursued. Mus-
culoskeletal complaints were the most common pre-
senting problem and represented the greatest number
of settlements. Tt is unclear whether this finding re-
flects the PAs’ patient population or the high volume
of musculoskeletal complaints that providers face.

Provider gender was the only other factor that ap-
peared to be associated with increased litigation risk.
Gender differences in liability risk among doctors,
however, have been shown to disappear after adjust-
ing for factors such as specialty and patient volume.
Because we were unable to account for these factors
in our study. we were unable to evaluate this hypoth-
esis regarding PAs.

Finally, errors and outcomes are rarely related.
Serious errors may occur without causing adverse
events. Regrettable outcomes may occur despite the
highest standard of care. In malpractice litigation, the
quality of care delivered may not be the dominant
factor that determines whether a claim prevails.

GREATEST DETERMINANT FOR RISK

For physicians, specialty is the single greatest deter-
minant for liability risk.” Because our database did not
categorize all PAs by specialty, we were unable to ac-
count for this factor in our risk calculations. We were
also unable to account for additional factors including
patient acuity and practice volume.

Another limitation of our study was a small
number of PA claims and suits, despite a relatively
large number of provider-years. Although the rate of
claims and suits achieves statistical significance, the
subgroup analysis lacked statistical power. Addition-
ally, our data did not attempt to address any possible
difference in a practice’s claims experience before and
after employing a PA.

Further, our study was limited to providers insured
by COPIC in Colorado. Although COPIC is the domi-
nant professional liability insurer in the state, aca-
demic institutions were not represented in this study.
Although PAs and doctors have similar policy limits,
some PAs may have been subsumed under a profes-
sional corporation and may not have been identified
in the study population.

Finally, the malpractice environment in a given
state is largely dictated by statutes governing the
practice of medicine. In this respect, Colorado has
a somewhat more favorable environment for medi-
cal practice than some other states. It is unclear how
our data would generalize to states with different
legal environments.
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MITIGATING LITIGATION RISK

The overarching goals of healthcare risk management
are to identify and reduce the risk of harm to patients
and providers. Once risk is identified, a thorough
evaluation must take place to develop risk reduction
strategies. Identifying avoidable error is a key compo-
nent of this approach.

Although PAs have a much lower rate of claims
and suits than physicians, they are not immune to
malpractice allegations. To protect both patients and
practices, employers should be diligent in hiring and
credentialing. Reducing direct doctor liability for the
acts of PAs begins with the selection process. Verify
education and licensure, and check for board actions
in every state where the PA has practiced. Query the
National Practitioner Data Bank. Perform a criminal
background check and contact all references. Tt is also
appropriate to contact past supervising physicians and
coworkers, even if they are not listed on a resume.

To reduce your risk of negligent supervision. it is
critical to establish protocols and practice policies.
These protocols and policies should outline problems,
treatments, procedures, and other matters that the
PA is expected to manage independently (allowing
for retrospective quality review) and those for which
real-time consultation is expected. Keep records of
periodic evaluations and chart reviews. Many state
statutes require such supervisory steps, but it is good
practice to consider them minimum standards even
where they are not mandated.

A culture of collaboration is essential for effective
PA/doctor partnerships and quality care. If you are a
supervising physician, be available and approachable
whenever PAs ask for help. Simply waiting for PAs
to ask for help, though. may not always be sufficient.
Tnvite consultation with questions such as, “Have you
seen any interesting cases lately?”

Document all consultations. A simple note referenc-
ing discussion or examination by the supervising doc-
tor is sufficient. When a PA consults a physician from
outside his or her practice, the consultant’s specific
recommendations should be documented. Many times,
consultants will not include a note in the chart un-
less they evaluate the patient. And because these brief
interactions may be considered a form of supervision,
it is essential that PAs document these consultations.

To reduce your risk of vicarious liability, PAs must
keep their knowledge and skills current. Providing a
continuing education allowance is a good start. Include
PAs in continuing education activities alongside other
practice providers. It’s a good habit to schedule regular
provider meetings to discuss policies and best practices.

Finally. it is essential that liability insurance for
doctors and PAs address both joint and separate
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liability, because litigation aimed at PAs routinely
involves their supervising physicians.

MORE SIMILARITIES THAN DIFFERENCES
Based on this large, structured chart review, we have
found that PAs and their supervising doctors experi-
ence a low rate of malpractice litigation compared with
physicians overall. Direct supervision does not appear
to protect against litigation. Although we were not able
to adjust for provider specialty or patient acuity. case
outcomes involving PAs and doctors closely parallel
outcomes involving only physicians. This finding sug-
gests that more similarities than differences may exist
between the malpractice risk of doctors and PAs. E2
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